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the A.I.D. Administrator serves the de-
fendant with a copy of his/her decision, 
a determination that a defendant is lia-
ble under § 224.3 is final and is not sub-
ject to judicial review.

§ 224.40 Stays ordered by the Depart-
ment of Justice. 

If at any time the Attorney General 
or an Assistant Attorney General des-
ignated by the Attorney General trans-
mits to the A.I.D. Administrator a 
written finding that continuation of 
the administrative process described in 
this part with respect to a claim or 
statement may adversely affect any 
pending or potential criminal or civil 
action related to such claim or state-
ment, the A.I.D. Administrator shall 
stay the process immediately. The 
A.I.D. Administrator may order the 
process resumed only upon receipt of 
the written authorization of the Attor-
ney General.

§ 224.41 Stay pending appeal. 
(a) An initial decision is stayed auto-

matically pending disposition of a mo-
tion for reconsideration or of an appeal 
to the A.I.D. Administrator. 

(b) No administrative stay is avail-
able following a final decision of the 
A.I.D. Administrator.

§ 224.42 Judicial review. 
Section 3805 of title 31, United States 

Code, authorizes judicial review by an 
appropriate United States District 
Court of a final decision of the A.I.D. 
Administrator imposing penalties or 
assessments under this part and speci-
fies the procedures for such review.

§ 224.43 Collection of civil penalties 
and assessments. 

Sections 3806 and 3808(b) of title 31, 
United States Code, authorize actions 
for collection of civil penalties and as-
sessments imposed under this part and 
specify the procedures for such actions.

§ 224.44 Right to administrative offset. 
The amount of any penalty or assess-

ment which has become final, or for 
which a judgment has been entered 
under § 224.42 or § 224.43, or any amount 
agreed upon in a compromise or settle-
ment under § 224.46, may be collected 
by administrative offset under 31 

U.S.C. 3716, except that an administra-
tive offset may not be made under the 
subsection against a refund of an over-
payment of Federal taxes, then or later 
owning by the United States to the de-
fendant.

§ 224.45 Deposit in Treasury of United 
States. 

All amounts collected pursuant to 
this part shall be deposited as miscella-
neous receipts in the Treasury of the 
United States, except as provided in 31 
U.S.C. 3806(g).

§ 224.46 Compromise or settlement. 
(a) Parties may make offers of com-

promise or settlement at any time. 
(b) The reviewing official has the ex-

clusive authority to compromise or 
settle a case under this part at any 
time after the date on which the re-
viewing official is permitted to issue a 
complaint and before the date on which 
the ALJ issues an initial decision. 

(c) The A.I.D. Administrator has ex-
clusive authority to compromise or 
settle a case under this part at any 
time after the date on which the ALJ 
issues an initial decision, except during 
pendency of any review under § 224.42 or 
during the pendency of any action to 
collect penalties and assessments 
under § 224.43. 

(d) The Attorney General has exclu-
sive authority to compromise or settle 
a case under this part during the pend-
ency of any review under § 224.42 or of 
any action to recover penalties and as-
sessments under 31 U.S.C. 3806. 

(e) The investigating official may 
recommend settlement terms to the re-
viewing official, the A.I.D. Adminis-
trator, or the Attorney General, as ap-
propriate. The reviewing official may 
recommend settlement terms to the 
A.I.D. Administrator, or the Attorney 
General, as appropriate. 

(f) Any compromise or settlement 
must be in writing.

§ 224.47 Limitations. 
(a) The notice of hearing with respect 

to a claim or statement must be served 
in the manner specified in § 224.8 within 
6 years after the date on which such 
claim or statement is made. 

(b) If the defendant fails to file a 
timely answer, service of a notice 
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under § 224.10(b) shall be deemed notice 
of hearing for purposes of this section. 

(c) The statute of limitations may be 
extended by agreement of the parties.

PART 225—PROTECTION OF 
HUMAN SUBJECTS

Sec.
225.101 To what does this policy apply? 
225.102 Definitions. 
225.103 Assuring compliance with this pol-

icy—research conducted or supported by 
any Federal Department or Agency. 

225.104–225.106 [Reserved] 
225.107 IRB membership. 
225.108 IRB functions and operations. 
225.109 IRB review of research. 
225.110 Expedited review procedures for cer-

tain kinds of research involving no more 
than minimal risk, and for minor 
changes in approved research. 

225.111 Criteria for IRB approval of re-
search. 

225.112 Review by institution. 
225.113 Suspension or termination of IRB 

approval of research. 
225.114 Cooperative research. 
225.115 IRB records. 
225.116 General requirements for informed 

consent. 
225.117 Documentation of informed consent. 
225.118 Applications and proposals lacking 

definite plans for involvement of human 
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225.119 Research undertaken without the in-
tention of involving human subjects. 
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cations and proposals for research to be 
conducted or supported by a Federal De-
partment or Agency. 

225.121 [Reserved] 
225.122 Use of Federal funds. 
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port: Evaluation of applications and pro-
posals. 

225.124 Conditions.

AUTHORITY: 5 U.S.C. 301; 42 U.S.C. 300v–1(b), 
unless otherwise noted.

SOURCE: 56 FR 28012, 28020, June 18, 1991, 
unless otherwise noted.

§ 225.101 To what does this policy 
apply? 

(a) Except as provided in paragraph 
(b) of this section, this policy applies 
to all research involving human sub-
jects conducted, supported or otherwise 
subject to regulation by any federal de-
partment or agency which takes appro-
priate administrative action to make 
the policy applicable to such research. 
This includes research conducted by 

federal civilian employees or military 
personnel, except that each department 
or agency head may adopt such proce-
dural modifications as may be appro-
priate from an administrative stand-
point. It also includes research con-
ducted, supported, or otherwise subject 
to regulation by the federal govern-
ment outside the United States. 

(1) Research that is conducted or sup-
ported by a federal department or 
agency, whether or not it is regulated 
as defined in § 225.102(e), must comply 
with all sections of this policy. 

(2) Research that is neither con-
ducted nor supported by a federal de-
partment or agency but is subject to 
regulation as defined in § 225.102(e) 
must be reviewed and approved, in 
compliance with §§ 225.101, 225.102, and 
§§ 225.107 through 225.117 of this policy, 
by an institutional review board (IRB) 
that operates in accordance with the 
pertinent requirements of this policy. 

(b) Unless otherwise required by de-
partment or agency heads, research ac-
tivities in which the only involvement 
of human subjects will be in one or 
more of the following categories are 
exempt from this policy: 

(1) Research conducted in established 
or commonly accepted educational set-
tings, involving normal educational 
practices, such as (i) research on reg-
ular and special education instruc-
tional strategies, or (ii) research on the 
effectiveness of or the comparison 
among instructional techniques, cur-
ricula, or classroom management 
methods. 

(2) Research involving the use of edu-
cational tests (cognitive, diagnostic, 
aptitude, achievement), survey proce-
dures, interview procedures or observa-
tion of public behavior, unless: 

(i) Information obtained is recorded 
in such a manner that human subjects 
can be identified, directly or through 
identifiers linked to the subjects; and 
(ii) any disclosure of the human sub-
jects’ responses outside the research 
could reasonably place the subjects at 
risk of criminal or civil liability or be 
damaging to the subjects’ financial 
standing, employability, or reputation. 

(3) Research involving the use of edu-
cational tests (cognitive, diagnostic, 
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